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H.  R.  3932 

T(i  iiinciul  title  XN'III  oftlic  Social  Security  Act  to  deliver  a  iiieaiiiiiuful 
heiiel'it  ami  lowei'  jjr'escript ioii  (ini<>-  prices  under  liie  Medicare  l'ro<>Taiii. 


IN  THE  HOUSE  OF  REPRESENTATIVES 

OcToiiKU  -J:!.  2(107 

Mr.  IlKliliV  (for  liiiuseir.  Mr.  IIlxciIKV.  Mr.  F.\Kl!.  Mr.  Waxjun,  Mr. 
Wkxler.  .AIs.  Li.xda  T.  Sanchez  of  California,  Mr.  IvW.IOKSIvI,  Mr. 
McXcLTY.  Mr.  TlHHXEY.  Mr.  IJlsiiop  of  Xinv  York.  Mr.  NadLER,  Mr. 
Maksilvll,  Mr.  Sekr.VN(),  Mr.  Hall  of  New  York,  and  Ms. 
ScHAKOWSia')  introduced  the  followinjr  hill;  which  was  refon-ed  to  the 
Conunittee  on  Enei-fiy  iuid  ( 'onnneive.  and  in  a<lditi()ii  to  the  ("oniinittee 
on  \Vays  and  Means,  foi-  a  pei-iod  to  he  .sul)se(|uently  detei'iuined  hv  the 
Speaker,  in  each  case  for  consideration  of  such  provisions  as  fall  whliiii 
the  jurisdiction  of  the  conunittee  concerned 


A  BILL 

To  amend  title  XMII  of  the  Social  Security  Act  to  deliver 
a  meaiiin<>fid  benefit  and  lower  i)rescrii)tioii  drii(»-  prices 
under  the  INIedicare  ProoTam. 

1  Be  if  enacted  hij  the  Seueite  and  House  of  Rcprcsenfa- 

2  fives  of  the  United  States  of  America  in  Congress  assembled, 

3  SECTION  1,  SHORT  TITLE. 

4  This  Act  may  l)e  cited  as  the  "Medicare  Prescription 

5  Ding-  Sa^inos  and  Choice  Act  of  2007". 


r 
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1  SEC.  2.  ESTABLISHMENT  OF  MEDICARE  OPERATED  PRE- 

2  SCRIPTION  DRUG  PLAN  OPTION. 

3  (a)  Ix  (Ienkral.— Siil)i)art  2  of  part  D  of  the  Social 

4  8eeiii-ity  Act  is  amended  by  insertiiio-  after  section  1 SGOD- 

5  1 1  ( 42  U.S.C.  1 :39ow-l  1 1 )  the  follcnnno-  new  section: 

6  '\ME1)I(  'AHE  OPEKATEI)  l'HKS( 'HIPTK  )X  DRl  Ci  PLAN 

7  OPTION 

8  "Sec.   18G0D-11A.   (a)  In  General.— Not^^^th- 

9  standing;  any  other  pnnision  of  this  part,  for  each  year 

10  (beginning-  with  2009),  in  ad(htion  to  any  plans  offered 

11  nnder  section  ISGOD-ll,  the  Secretary  shall  offer  one  or 

12  more  medicare  operated  prescrii)ti()n  drug-  plans  (as  de- 

13  tlned  in  snl)section  (c))  with  a  senice  area  that  consists 

14  of  the  entire  United  States  and  shall  enter  into  negotia- 

15  tions  in  accordance  ^^^th  subsection  (b)  with  pharma- 

16  ceutical  manufacturers  to  reduce  the  purchase  cost  of  cov- 

17  ered  i)art  D  drugs  for  elig-il)le  part  D  indi\iduals  who  en- 

18  roll  in  such  a  jilan. 

19  "(b)      Ne(J()TL\ti()Ns.— Notwithstanding-  section 

20  1 860D-1  l(i ) ,  for  purposes  of  offering:  a  medicare  operated 

21  prescription  drug-  plan  undei-  this  section,  the  Secretary 
•                     22  shall  negotiate  with  pharmaceutical  manufacturers  with 

23  respect  to  the  purchase  price  of  covered  i)art  D  drugs  in 

24  a  Medicare  oijerated  prescription  (h-ug-  ])lan  and  shall  en- 

25  courage  the  use  of  more  affordable  therapeutic  equivalents 

26  to  the  extent  such  practices  do  not  override  medical  neces- 
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1  sity  as  {letenniiiod  bv  the  pmscribiiio-  pliysiciciii.  To  the 

2  extent  practicable  and  consistent  with  the  i)revioiis  sen- 

3  tence,  the  Seci-etary  siiall  implement  strate<>ies  similai-  to 

4  those  used  by  other  Federal  purchasers  of  |)rescription 

5  di-ut>s,  and  other  strategies,  including-  the  use  of  a  for- 

6  mulary  and  fonnulaiy  incentives  in  subsection  (e),  to  re- 

7  (luce  the  purchase  cost  of  covered  part  D  drugs. 

8  ''(c)  IMedioare  Operated  Presckiptiox  Drucj 

9  Pl.\n  Defined.— For  purposes  of  this  part,  the  term 

10  'medicare  oi^erated  i)rescription  drug  plan'  means  a  \)re- 

1 1  scription  ding  plan  tliat  otYers  qualified  prescrii)tion  drug 

12  coverage  and  access  to  negotiated  jirices  described  in  see- 

13  tion  18G0D-2(a)(l)(A).  Such  a  plan  may  offer  supple- 

14  mental  prescrij^tion  drug  coverage  in  the  same  manner  as 

15  other  (lualified  prescri])tion  ding  coverage  offered  by  other 

16  prescription  drug  plans. 

17  "(d)  Monthly  Beneficlvry  Premium. — 

18  "(1)    QlALIFIEI)    PRESCRIPTION    DRIG  COV- 

19  ERAOE. — The    monthly    beneficiaiy    premium  for 

20  qualified  i)rescription  drug  coverage  and  access  to 

21  negotiated    i^rices    described    in    section  1860D- 

22  2(a)(1)(A)  to  be  charged  under  a  medicare  operated 

23  prescription  drug  plan  shall  be  uniform  nationally. 

24  Such  premium  for  months  in  2009  and  each  suc- 

25  eeeding  year  shall  be  based  on  the  average  monthly 
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1  per  capita  actuarial  cost  of  offei'iuo-  the  medicare  op- 

2  erated  prescription  drii<>-  plan  for  tlie  year  involved, 

3  including-  administi-ative  exi)enses. 

4  "(2)  Sri'PLEMKXTAL  PHESCKIPTION  I)Kr(;  ('()\  - 

5  EHA<iE. — Insofar  as  a  medicai-e  operated  prescrij)- 

6  tion  dnio-  plan  offers  sui)pleniental  prescri|)ti()n  druo- 

7  coverage,  the  Seci-etary  may  adjust  the  amount  of 

8  the  pi-emium  charged  under  pai-agraph  (1). 

9  "(e)  Use  of  a  P\)KMUL.y{Y  axu  Fokmi  laky  Ixcex- 

10  TIVES. — 

11  "(1)  Ix  GEXEKAL.— With  resi)ect  to  the  oper- 

12  ation  of  a  medicare  oi)erated  i-)rescrii)ti()n  (h-ug-  ])lan, 

13  the  Secretary  shall  estahlisli  and  api)Iy  a  formulary 

14  (and  may  include  foi-nndary  incentives  described  in 

15  paragraph  (2)((0(ii))  in  accoi-dance  with  this  sub- 

16  section  in  ordei-  to — 

17  "(A)  increase  patient  safety; 

18  "(B)  increase  appropriate  use  and  reduce 

19  inapi)ropriate  use  of  (h-ugs;  and 

20  "(C)  reward  value. 

21  "(2)  DeM3L()PMEXT  of  IXITLM.  F01«rUL.Vl?Y. — 

22  "(A)  Ix  OEXEri.\L.— In  selecting  covered 

23  part  D  drugs  for  inclusion  in  a  formulaiy.  the 

24  Secretai-y  shall  consider  clinical  benefit  and 

25  price. 
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1  "(!>)  Koi.l-:  OF  AlUKi — The  Director  of  the 

2  xVo-eney  for  Healthcare  Research  and  Qiiality 

3  shall  he  resi)ousil)le  for  assessin<>-  the  clinical 

4  benefit  of  covered  ])art  1)  (lru<is  and  inakin<>- 

5  reeonnnendations  to  the  Secretary  reaardino' 

6  which  dnig-s  should  be  included  in  the  for- 

7  niulary.  In  conducting-  such  assessments  and 

8  making  such   recommendations,  the  Dii-ector 

9  shall— 

10  "(i)  considei-  safety  concerns  including 

1 1  those  identified  by  the  Federal  Food  and 

12  Drug  Administration; 

13  "(ii)  use  available  data  and  evalua- 

14  tions,  with  priority  given  to  randomized 

15  controlled  trials,  to  examine  clinical  effec- 

16  tiveness,  compai-ative  effectiveness,  safety, 

17  and  enhanced  compliance  A\ith  a  drug  regi- 

18  men; 

19  "(iii)  use  the  same  classes  of  di-ugs 

20  developed  by  United  States  Pharmacopeia 

21  for  this  ])art; 

22  "(iv)  consider  evaluations  made  by — 

23  "(I)  the  Director  under  section 

24  1013  of  ]\Iedicare  Prescription  Ding, 
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Inipi'ovenieiit,  and  IModei-nizatioii  Act 
of  200:]; 

"(II)  other  Federal  entities,  sueli 
as  the  Secretary  of  Veterans  Affairs; 
and 

"(III)  other  private  and  jniblie 
entities,  sueh  as  the  Drug'  Effective- 
ness Re^^e^v  Project  and  ]Me(hcaid 
l)ro<>ranis;  and 

"(v)  recommend  to  the  Secretary — 

"(I)  those  drugs  in  a  class  that 
pro^^de  a  greater  clinical  benefit,  in- 
cluding fewer  safety  concerns  or  less 
risk  of  side-effects,  than  another  dnig 
in  the  same  class  that  should  he  in- 
cluded in  the  fornuilaiy; 

"(II)  those  drugs  in  a  class  that 
jH-ovide  less  clinical  benefit,  including 
greater  safety  concerns  or  a  greater 
risk  of  side-effects,  than  another  di-ug- 
in  the  same  class  that  should  be  ex- 
cluded from  the  formulan-;  and 

"(III)  diiigs  in  a  class  ^^^th  same 
or-  similar  clinical  benefit  for  which  it 
would  be  api)roi)riate  for  the  Sec- 


1  rotary  to  coniiK'titively  bid  (or  iie«T)- 

2  tiate)  for  ])lacrnKMit  on  the  formulary. 

3  "(V)     CONSIDKHATIOX     OF     AIIIJQ  1{E('- 

4  OMMEXDATIOXS. — 

5  "(i)    In    (iEXKRAL. — The  Seeretaiy, 

6  after  takiii<>'  into  consideration  the  ree- 

7  ommendations  under  subparagTaph  (B)(v), 

8  shall  establish  a  formulary,  and  foi-nudaiy 

9  incentives,  to  encoura«ie  use  of  covered 

10  part  D  dni<is  that — 

11  "(I)  have  a  lower  cost  and  i)ro- 

12  vide  a  greater  clinical  benefit  than 

13  other  drugs; 

14  ''(II)    have   a   lower  cost  than 

15  other  drug-s  with  same  or  similar  clin- 

16  ical  benefit;  and 

17  "(III)  drugs  that  have  the  same 

18  cost  but  provide  greater  clinical  ben- 

1 9  efit  than  othei-  drugs. 

20  "(ii)   FOKMILARY   IXCEXTR-ES. — The 

21  formulary  incentives  undei-  clause  (i)  may 

22  be  in  the  form  of  one  or  more  of  the  fol- 

23  lowing': 

24  ''(I)  Tiered  coi)a\inents. 

25  "(II)  Reference  pricing. 
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1  "(III)  Pi'ior  iHithorizatioii. 

2  "(R^)  Step  tliei-iipy. 

3  ''(V)  ^ledicatioii  therapy  niaiia<>e- 

4  meiit. 

5  "(^^)  Geiiei-ie  (lrii«-  substitution. 

6  "(iii)  Flexibility. — In  api)hino-  such 

7  formulary  incentives  the  Secretary  may  de- 

8  eide  not  to  imi)ose  any  cost-sharing-  for  a 

9  covered  i)ai't  D  drug-  foi-  wliich — 

10  "(I)  the  ehmination  of  cost  shar- 

11  ing  woidd  be  exioected  to  increase 

12  comi)hance  with  a  drug  regimen;  and 

13  "(II)   comphance  would  be  ex- 

14  l)ected  to  produce  savings  under  pait 

15  A  or  B  01-  both. 

16  "(3)  Llmitatioxs  ox  foh.mi  lahy. — In  any 

17  formulary  established  under  this  subsection,  the  for- 

18  nmlary  may  not  be  changed  during  a  yeai-,  except — 

19  "(A)  to  add  a  generic  version  of  a  covered 

20  part  D  drug-  that  entered  the  market; 

21  "(B)  to  remove  such  a  drug:  for  which  a 

22  safety  ])r()blem  is  found;  and 

23  "(C)  to  add  a  drug'  that  the  Secretarv 

24  identifies  as  a  drug-  which  treats  a  condition  for 

25  which  there  has  not  jireAiously  been  a  treatment 


•HR  3932  ni 


9 

1  oi)ti()ii  ())•  for  which  a  clear  and  si<>iiificaiit  Ikmi- 

2  efit  has  been  (lenioustratcd  over  other  covered 

3  pai-t  D  (h'ugs. 

4  "(4)  Addim;  dki'cjs  to  the  initial  foh- 

5  .Mi'L^un'. — 

6  "(A)  Use  of  admsory  committee. — The 

7  Secretary  shall  establish  and  appoint  an  achi- 

8  soiy  committee  (in  this  para»rai)h  referred  to 

9  as  the  'adnsory  committee") — 

10  "(i)   to  re^^e^v  petitions  from  diiio- 

1 1  manufacturers,  health  care  prcnider  orga- 

12  nizations,  patient  <>Tonps,  and  other  enti- 

13  ties  for  inclusion  of  a  di-u<>-  in,  oi-  other 

14  clian«>es  to,  such  fornndaiy;  and 

15  "(ii)  to  recommend  any  changes  to  the 

16  formulaiy    established    under    this  sub- 

17  section. 

18  "(B)  Composition. — The  adNisory  com- 

19  mittee  shall  be  composed  of  9  members  and 

20  shall    include    rei)resentatives    of  physicians, 

21  pharmacists,  and  consumers  and  others  with  ex- 

22  pertise  in  evaluatiu":  prescription  drugs.  The 

23  Seci-etaiy  shall  select  members  based  on  their 

24  knowledge  of  pharmaceuticals  and  the  Medicare 

25  population.  iNIembers  shall  be  deemed  to  be  si)e- 
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1  cial  ( JovornintMit  oiiiployoos  for  pniposes  of  aj)- 

2  l)lyint>'  tho  conflict  of  interest  proAisions  under 

3  section  208  of  title  18,  United  States  Code,  and 

4  no  waiver  of  such  prcnisions  tV)r  such  a  nieml)er 

5  shall  be  permitted. 

6  ''{C)  CoNsrLTATlON.— The  ad^^sory  coni- 

7  niittee  shall  consult,  as  necessary,  ^\^th  physi- 

8  cians  who  are  specialists  in  treatin<>-  the  disease 

9  for  which  a  druf>'  is  being-  considered. 

10  "(D)  Reqt'Est  foh  stt'dies. — The  a(hi- 

11  soiy  committee  may  recjuest  the  Agency  for 

12  Healthcai-e  Research  and  Quality  or  an  aca- 

13  demic  or  reseai-ch  institution  to  study  and  make 

14  a  report  on  a  petition  (lescril)ed  in  sub])ara- 

15  gTai)h  (A)(ii)  in  oi-der  to  assess — 

16  "(i)  clinical  effectiveness; 

17  "(ii)  comparative  effectiveness; 

18  "(in)  safety;  and 

19  "(iv)    enhanced    comi)liance   with  a 

20  drug  regimen. 

21  "(E)  Recommendations. — The  adnsory 

22  committee  shall  make  recommendations  to  the 

23  Secretaiy  regarding — 

24  "(i)  whether  a  covered  part  D  drug  is 

25  found  to  pixnnde  a  greater  clinical  benefit, 
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1  including-  fewei-  safety  concerns  or  less  risk 

2  of  side-effects,  than  another  drn<>-  in  the 

3  same  class  that  is  currently  included  in  the 

4  formulary  and  should  l)e  included  in  the 

5  fornuilaiy; 

6  "(ii)  whetliei"  a  covered  part  D  drug-  is 

7  found  to  proAide  less  chnical  benefit,  in- 

8  eluding  gi-eater  safety  concerns  or  a  gTeat- 

9  er  risk  of  side-effects,  than  another  ding  in 

10  the  same  class  that  is  currently  included  in 

1 1  the  fornndary  and  should  not  be  included 

12  in  the  formulary;  and 

13  "(iii)  whether  a  covered  part  D  drug 

14  has  the  same  or  similar  clinical  benefit  to 

15  a  drug  in  the  same  class  that  is  currently 

16  included  in  the  f{)rnudary  and  whether  the 

17  dmg  should  be  included  in  the  formulary. 

18  "(F)  Limitations  on  KE\aEw  of  maxu- 

19  FACTURER    PETITIONS. — The    ad^isoiy  com- 

20  mittee  shall  not  re^^ew  a  petition  of  a  dnig 

21  manufacturer  under  subparagraph  (A)(ii)  with 

22  resi)ect  to  a  covered  part  D  drug  unless  the  pe- 

23  tition  is  accompanied  hy  the  folkmnng: 

24  "(i)  Raw  data  from  clinical  trials  on 

25  the  safetv  and  effectiveness  of  the  dnig. 
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1  "(ii)  Any  data  from  clinical  trials  con- 

2  ■  ducted  usin"-  active  controls  on  the  dru<>'  or 

3  druo-s  that  are  the  cui-rent  standai-d  of 

4  care. 

5  "(iii)  Any  available  data  on  comi)ara- 

6  five  effectiveness  of  the  dmo-. 

7  "(iv)  Ally  othei-  information  the  8ec- 

8  retary  requires  for  the  ad^^soly  connnittee 

9  to  complete  its  re\iew. 

10  "(O)  Respoxse  to  ke( •( ):\imendations. — 

11  The  Secretarv  shall  re\iew  the  recommenda- 

12  tions  of  the  achisory  conmiittee  and  if  the  Sec- 

13  retary  accei)ts  such  recommendations  the  Sec- 

14  retary  shall  modif\'  the  fornndary  established 

15  under  this  subsection  accoi-dingly.  Nothing-  in 

16  this  section  shall  i)reclude  the  Secretary  tVom 

17  adding-  to  the  fornndary  a  drug  for  which  the 

18  Director  of  the  Agency  for  Healthcai-e  Research 

19  and  Quality  or  the  advisory  connnittee  has  not 

20  made  a  recommendation. 

21  "(H)   Notice  op  changes. — The  Sec- 

22  retary  shall   prcnide   timely  notice  to  bene- 

23  ficiaries  and  health  professionals  about  changes 

24  to  the  fornndaiy  or  formulary  incentives. 
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1  "(f)   IxF()K.Mi.\(i   Bk.\i-:fi('iai{IKs. — The  Secretaiy 

2  shall  take  ste])s  to  inform  beneficiaries  about  the  avail- 

3  ability  of  a  ^Medicare  operated  (h-u<>'  plan  or  ])lans  inehidino- 

4  pnniding-  information  in  the  annual  handbook  distributed 

5  to  all  benefieiai'ies  and  a(klin(>-  infoi-niation  to  the  official 

6  public  Medicare  website  related  to  prescription  ding-  cov- 

7  erag-e  available  through  this  part. 

8  "(g)  Application  of  All  Other  Requikemexts 

9  vnii  Pkesckiptiox  Dhi  cj  Plaxs.— Except  as  specifically 

10  i)r()\ided  in  this  section,  any  IMedicare  opei-ated  drug  plan 

1 1  shall  meet  the  same  re(iuiremeuts  as  apply  to  any  other 

12  prescri])tion  (hnig  plan,  including  the  ivciuirements  of  sec- 

13  tion  1860D-4(1))(1)  relating  to  assuring  i)harmacy  ac- 

14  cess).". 

15  (b)  CoxFOHMixu  Amendmexts. — 

16  (1)  Section  18G0D-:](a)  of  the  Social  Security 

17  Act  (42  U.S.C.  1395w-l()3(a))  is  amended  by  add- 

18  ing  at  the  end  the  foUowing  new  paragra])li: 

19  "(4)  AViULABILITY  OF  THE  MEDICARE  OPER- 

20  ATED  PRESCRIPTION  DRUG  PLAiX. — A  medicare  oper- 

21  ated  prescription  diiig  ])lan  (as  defined  in  section 

22  18G0L)-llA(e))  shall  be  offered  nationally  in  accord- 

23  ance  Mith  section  1860D-11A.". 
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1  (2)(A)  Section  ISGOI)-.']  of  the  Social  Security 

2  Act  (42  U.S.(\  1395W-103)  is  anieiuled  by  culdiiig 

3  at  the  end  the  tbllowinji-  new  subsection: 

4  "(c)  Phomsions  Only  Applicable  in  2006,  2007, 

5  AND  2008. — The  pronsions  of  this  section  sliall  only  apply 

6  witli  respect  to  200(j,  2007,  and  2008.". 

7  (B)   Section   18G0D-ll(o)  of  such  Act  (42 

8  U.S.C.  1395w-lll(g))  is  amended  by  adding-  at  the 

9  end  tlie  following  new  paraorai)h: 

10  "(H)    No    AUTHORITY    FOR    FALLBACK  PLANS 

1 1  AFTER  2008.— A  fallback  pi-escription  ding  plan  shall 

12  not  be  available  after  December  31,  2008.". 

13  (3)  Section  18(i0D-13(c)(3)  of  such  Act  (42 

14  U.S.C.  1395W-1 13(c)(3))  is  amended— 

15  (A)  in  the  heading,  by  inserting  "and 

16  MEDICARE     OPERATED     PRESCRIPTION  DHCC 

17  plans"  after  "Fallback  plans";  and 

18  (B)  by  inserting  "or  a  medicare  operated 

19  prescription  di-ug  plan"  after  "a  fallback  pre- 

20  scription  drug  i)lan". 

21  (4)  Section  18(iOD-l(j(b)(l)  of  such  Act  (42 

22  U.S.C.1395w-116(b)(l ))  is  amemled— 

23  (A)    in    subparagrai>h    (C),    by  striking 

24  "and"  after  the  semicolon  at  the  end; 
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1  (B)  in  sub])ara<>Tai)h  (D),  by  strikiiio-  the 

2  period  at  the  end  and  hisertiiig-     and";  and 

3  by  ad(hno'  at  the  end  the  follcmino-  new 

4  sub])araoi-ai)h: 

5  "(E)  pa.Mnents  for  exi)enses  incurred  with 

6  re.si)eet  to  the  oiHn-ation  of  nunheare  operated 

7  preserii)tion  dmg-  phnis  nnder  section  1860D- 

8  llA.". 

9  (5)   Section   1860D-41(a)   of  such  Act  (42 

10  U.S.C.  1395w-151(a))  is  amended  by  adding-  at  tlie 

1 1  end  the  following-  new  paragraph: 

12  "(19)    Medicare    operated  prescription 

13  DRr(i  PLuVN. — The  term  'medicare  operated  prescrip- 

14  tion  drng  plan'  has  the  meaning  given  such  term  in 

15  section  18()()D-llA(c).". 

16  (c)  Effectin'e  Date.— The  amendments  made  by 

17  this  section  shall  take  effect  as  if  included  in  the  enact- 

18  ment  of  section  101  of  the  Medicare  Prescription  Drng, 

19  Improvement,  and  INIodernization  Act  of  2003. 

20  SEC.  3.  IMPROVED  APPEALS  PROCESS  UNDER  THE  MEDI- 

2 1  CARE  OPERATED  PRESCRIPTION  DRUG  PLAN. 

22  Section  1860D-4(h)  of  the  Social  Security  Act  (42 

23  U.S.C.  1305w-104(h))  is  amended  by  adding  at  the  end 

24  the  following  new  parag-raph: 
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1  "(ll)  xVlM'EALS  PH()(1«]SS  for  MEDICARE  OPERATED 

2  Presckiptiox  Drug  Plan. — 

3  "(1)  In  (iENERAL. — The  Secretary  shall  develo]) 

4  a  well -defined  i)rocess  for  appeals  for  denials  of  ben- 

5  efits  inider  this  i)art  under  the  medicare  oi^erated 

6  prescription  dnig-  plan.  Such  process  shall  l)e  effi- 

7  cient,  impose  minimal  administrative  burdens,  and 

8  ensure  the  timely  i)rocurement  of  non-formulary 

9  drugs  or  exemjrtion  from  fornudary  incentives  when 

10  medically  necessary^  Medical  necessity  shall  be  based 

11  on  professional  medical  judgment,  the  medical  condi- 

12  tion  of  the  beneficiary,  and  other  medical  e\idence. 

13  Such  api)eals  process  shall  include — 

14  ■  "(A)  an  initial  re^^ew  and  determination 

15  made  l)y  the  Secretaiy;  and 

16  "(B)  for  api)eals  denied  during  the  initial 

17  review  and  determination,  the  option  of  an  ex- 

18  ternal  review  and  determination  by  an  inde- 

19  pendent  entity  selected  by  the  Secretaiy. 

20  "(2)     CONSTiLTATIOX    IX    DE\^LOPMEiXT  OF 

21  PROCESS. — In  develoi)ing  the  a])peals  i^rocess  under 

22  paragTaph  (1),  the  Secretary  shall  consult  ^^^th  con- 

23  sumer  and  patient  gToui)s,  as  well  as  other  key 

24  stakeholders  to  ensure  the  goals  described  in  para- 

25  graph  (1)  are  achieved.". 
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1  SEC.  4.  PHARMACY  PAYMENT  UNDER  THE  MEDICARE  OP- 

2  ERATED  PRESCRIPTION  DRUG  PLAN. 

3  Section  18()()D-12(b)  of  the  Social  Security  Act  (42 

4  U.S.C.  1395w-n2  (I)))  is  amended  by  addin<>'  at  the  end 

5  the  follouing-  new  ])araoi'ai)h: 

6  "(4)  PiLVH.MACV  P.miEXT  I'XDEK  THE  MEDl- 

7  CARE  OPEILVTED  PKESCRIPTIOX  imVii  PLAN. — 

8  "(A)  In  (JEXERAL. — Under  the  medicare 

9  operated  ])rescri]:»tion  drug'  plan,  the  Secretaiy 

10  shall  develop  a  system  for  l)a^^nent  to  phar- 

1 1  macies.  Such  a  system  shall  include  a  require- 

12  ment  that  the  plan  shall  issue,  mail,  or  otlier- 

13  \\ise  transmit  payment  for  all  clean  claims  sub- 

14  mitted  under  this  ))art  within  the  applicable 

15  numl)er  of  calendar  days  after  the  date  on 

16  which  the  claim  is  received. 

17  "(B)  Defixitioxs. — In  this  paragraph: 

18  "(i)  Cleax  ('L.AJM. — The  term  'clean 

19  claim'  means  a  claim,  with  respect  to  a 

20  covered  ]iart  D  ding,  that  has  no  ap])arent 

21  defect  or  improi)riety  (including  any  lack 

22  of  any  recjuired  substantiating  documenta- 

23  tion)  or  particular  circumstance  requiring 

24  special  treatment  that  prevents  timely  pay- 

25  ment  from  being  made  on  the  claim  under 

26  this  part. 
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"(ii)  ArrLK'AiiLE  .\t\mi5er  of  cal- 
ENDAK  DAYS.— The  term  'applicable  num- 
ber of  calendar  days'  means — 

"(I)  with  resi)eet  to  claims  sub- 
mitted electronically,  14  calendar 
days;  and 

"(II)  with  respect  to  claims  sub- 
mitted othen\ise,  30  calendar  days. 
"(C)  Procedures  IN^^OL^^NG  clx\ims. — 
"(i)  Claims  deemed  to  be  clean 

CLAIMS. — 

"(I)  I\  (iEXERAL.— A  claim  for  a 
covered  part  D  drug-  shall  be  deemed 
to  be  a  clean  claim  for  pni-poses  of 
this  i^aragraph  if  the  Secretary  does 
not  pronde  a  notification  of  deficiency 
to  the  claimant  by  the  10th  day  that 
begins  after  the  date  on  which  the 
claim  is  submitted. 

"(II)  Notification  of  defi- 
ciency.— For  pnrijoses  of  subclause 
(I),  the  term  'notification  of  defi- 
ciency' means  a  notification  that 
specifies  all  defects  or  improprieties  in 
the  claim  involved  and  that  lists  all 
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necessary  for  tiio  ])r()i)er  processing- 


3  and  i)ayment  of  the  claim. 

4  "(ii)  Payment  of  clean  portions 

5  OF  CLAIMS.— The  Secretaiy  shall,  as  ap- 

6  propriate.  pay  any  portion  of  a  claim  for  a 

7  covered  part  D  drug  nnder  the  medicai-e 

8  operated  prescription  drug-  i)lan  that  would 

9  be  a  clean  claim  but  for  a  defect  or  impro- 

10  priety  in  a  sei)arate  i^ortion  of  the  claim  in 

1 1  accordance  with  subpai-agraph  (A). 

12  "(iii)  Oi'.LKJATioN  TO  PAY. — A  claim 

13  for  a  covered  j^art  D  drug  submitted  to  the 

14  Secretary  that  is  not  ])aid  or  contested  l)y 

15  the  pnnider  within  the  applicable  number 

16  of  calendar  days  (as  defined  in  subpara- 

17  gi-apli  (B))  shall  be  deemed  to  be  a  clean 

18  claim  and  shall  be  paid  by  the  Seci-etary  in 

19  accordance  with  subparagraph  (A). 

20  "(iv)  Date  of  payment  of  CI^\L^L — 

21  PaATuent  of  a  clean  claim  under  subpara- 

22  gi-apli  (A)  is  considered  to  have  been  made 

23  on  the  date  on  which  full  paAinent  is  re- 

24  ceived  by  the  pro\ider. 
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1  "(D)      Electkoxic      transfer  of 

2  FT'NDs. — The   Seerotai-y  shall   pay  all  clean 

3  claims  submitted  electi'oiiically  by  an  electronic 

4  funds  transfer  mechanism.". 
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